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Dear Ms. LeMieux:

The Center tbr Devices and Radiological Healh (CDRH) of the Food and Drug Administration
(FDA) has completed its review of your premarket approval application (PMA) for tile Abbott
ARCI IT [fC'I Anti-I ICV. H is device is indicated for

ARCI II' Anti-l CV Assay

I'c ARCI 11 I' Amnti-F jCV assay is a chemilhumincscent microparticle immunoassay
(MNIIA) for the qualitative detection of immunoglobulin G (IgG) and immunoglobulin NI
(lINM) antibodies to hepatitis C virus (anti-I ICV) in human adult serum and plasma
(polassi urn F{I)TA. lithium hepariitt and sodium heparin). Assay results, in conjunction
with other laboratory results and clinical information, may be used to provide
presumptive evidence of infection with liCV (state of infection or associated disease not
determined) in persons with sig-ns and symptoms of hepatitis and in persons at risk for
hepatitis C infection.

ARC llF'FC1'" Anti-lICV Calibrator

Ihle AI<(l11 IIX.' Antil CV Ca(hibrator is used for the calibration of' the ARCtI 111.('I
Sy\stem \\hci the systen is used for the qualitative detection of in0munoglobirlin (;(I1()
mnd ilinunotlohilin N (laM) antibodies to hepatit C xirts tanti-l l('\:) in umn1 a1lt
sclrul Liid Nl~isna (potassium IDLI'A. lithium heparin. and sodium heparin). 1IhC

\l'tl I I{C(l :\nti-I l'V Calibrator hals becn validatcd for usc only on the AIR(CI llll'I
:Sysltmx iiil the ARC) 11[l[('I \nti-l(Vl R\ unlit kiRelfto the:\l)t'l \IK.
I V V ~iszti, i I cen it pjickaice inseit tLrI the hl ll I stin I ot i ltoImItion rIc Ldin theI(I i IIC,
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ARCHITECT®~ Anti-HCV Control
Thle ARCH-ITTECT Anti-HCV Controls are used to provide an estimation of test precision
and to detect systematic analytical deviations of the ARCHITECT i System (reagents,
calibrator, and instrument (when the system is used for the qualitative detection of
immnunoglobulin G (IgG) and immunioglobulin M (IgM) antibodies to hepatitis C virus
(anti-HCV) in human adult serum and plasma (potassium EDTA, lithium heparin, and
sodium heparin). The ARC14ITECTO Anti-HCV Controls have been validated for use
only onl the ARCHITECT i System with the ARCHITECT® Anti-HCV Reagent Kit.

We are pleased to inform you that the PMA is approved. You may begin commercial
distribution of the device in accordance with the conditions described below and in the
"Conditions of Approval" (enclosed).

The sale, distribution, and use of this device are restricted to prescription use in accordance with
21 CFR 801.109 within the meaning of section 520(e) of the Federal Food, Drug, and Cosmetic
Act (the act) tinder the authority of section 5 15(d)( I)(B)(ii) of the act. FDA has also determined
that, to ensure the safe and effective use of the device, thle device is further restricted within thle
meaning of section 520(e) tinder the authority of section 51 5(d)(1I)(B3)(ii) insofar as the sale,
di str ibuit ion, and uIse In List not violate sections 502(q) and (r) of the act.

I Lxp ratioll(n dal n tar this device has been established and approved at 6 months for the
AR(.I I1 1IlIL['ilAti-I ICV Rearzents and at 7 months of expiration dating for tile ARCHITElIC
Anti- I V\ Calibrators~ and Controls when stored at 92g%'(

C DR1 I does not ev abl ate information related to contract liabilIitv warranties, how~ever you should
be aware thatany suich warranlty statemnents must be trUthful. ace irate, and not inisleadi ng. and
mulst be consi stein xxi th applicable Federal and State laws.

C'DRIA will no0tifyVthe p)ublic of its decision to approve your PMNA by making available a
summary of the safety and effectiveness data upon which the approval is based. The information
can be found onl the F.DA C DRIdI Internet I'loinelage located at
IIhttII //v.t (Ida Lox <cd rh/pinlapage. I itin I. Wi rittcn recquests lbor this in lorm at inn can a I so be in ade
to the Dohckets'\ neetBranch. (IIFAK-305). Food andlru Administration. 563)0 Fishers
ILane. Rim. I1001. Rock\xille. N I) 210852. I-he wr Iitten requeCst shoUld include the PNIMA numiber orI
docket imnhitet W \ithin 31) dax f\~roml the date that this intormIlation is pkicd onl the Internet. MI\
interteeCI[d pers~on max1 seek rev iew of this decisionl V requesting~- anl opportunitY for
adminilistrative C\I\ reiw either through a hearI1ing or C reiew be an1 cindependent adv isory- committee.
tinder se~cLtion II SI oldIeII Federa IL]Iood. I)IriLlu. an~d CosmeticU Act (the aict).

IAijlIte to Conlipk \flt it> m postappjIo\Zal reIt'III Iieine t coInStUISI -tiltiel ru d for \\itIIdizi\al at
aipproa o\ I I I'N~[1) (oII 1 CommerciI d istrI Ibuti on a laI deice thamt is~ not inI comlplianc wIith 1 theIse
0e1ti1hiioi)5 is it iWion of the aIct
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You are reminded that, as soon as possible and before commercial distribution of your device,
you must submit an amendment to this PMA submission with copies of all approved labeling in
final printed form. The labeling will not routinely be reviewed by FDA staff when PMA
applicants include with their submission of the final printed labeling a cover letter stating that the
final printed labeling is identical to the labeling approved in draft form. If the final printed
labeling is not identical, any changes from the final draft labeling should be highlighted and
explained in the amendment.

All required documents should be submitted in triplicate, unless otherwise specified, to the
address below and should reference the above PMA number to facilitate processing.

PMA Document Mail Center (HFZ-40 1)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Blvd.
Rockville, Maryland 20850

If you have any questions concerning this approval order, please contact Kathleen B. Whitaker,
Phi)D. at (240) 276-0496.

Sincerley) yours,

Sallk A. I loJv at. N¶.Sc.. Ph.D.
IDirector
Division of`NMicrobiology Devices
Off-ice of'I hi Vto Dia-riostic Device

E'valuation and Safety
Center for Devices and

Radiolo-ical Health

Itim osuic



Last Modified: 1-31-02

CONDITIONS OF APPROVAL

PREMARKET APPROVAL APPLICATION (PMA) SUPPLEMENT. Before making any
change affecting the safety or effectiveness of the device, submit a PMA supplement for review
and approval by FDA unless the change is of a type for which a "Special PMA
Supplement-Changes Being Effected" is permitted under 21 CFR 814.39(d) or an alternate
submission is permitted in accordance with 21 CFR 814.39(e) or (f). A PMA supplement or
alternate submission shall comply with applicable requirements under 21 CFR 814.39 of the final
rule for Premarket Approval of Medical Devices.

All situations that require a PMA supplement cannot be briefly summarized; therefore, please
consult the PMA regulation for further guidance. The guidance provided below is only for
several key instances.

A PMA supplement must be submitted when unanticipated adverse effects, increases in the
incidence of anticipated adverse effects, or device failures necessitate a labeling, manufacturing,
or device modification.

A PMA supplement must be submitted if the device is to be modified and the modified device
should be subjected to animal or laboratory or clinical testing designed to determine if the
modified device remains safe and effective.

A "Special PMA Supplement - Changes Being Effected" is limited to the labeling, quality control
and manufacturing process changes specified under 21 CFR 814.39(d)(2). It allows for the
addition of, but not the replacement of previously approved, quality control specifications and
test methods. These changes may be implemented before FDA approval upon acknowledgment
by FDA that the submission is being processed as a "Special PMA Supplement - Changes Being
Effected." This procedure is not applicable to changes in device design, composition,
specifications, circuitry, software or energy source.

Alternate submissions permitted under 21 CFR 814.39(e) apply to changes that otherwise require
approval of a PMA supplement before implementation of the change and include the use of a
30-day PMA supplement or annual postapproval report (see below). FDA must have previously
indicated in an advisory opinion to the affected industry or in correspondence with the applicant
that the alternate submission is permitted for the change. Before such can occur, FDA and the
PMA applicant(s) involved must agree upon any needed testing protocol, test results, reporting
format, information to be reported, and the alternate submission to be used.

Alternate submissions permitted under 21 CFR 8 14.39(0) for manufacturing process changes
include the use of a 30-day Notice. The manufacturer may distribute the device 30 days after the
date on which the FDA receives the 30-day Notice, unless the FDA notifies the applicant within
30 days from receipt of the notice that the notice is not adequate.
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POSTAPPROVAL REPORTS. Continued approval of this PMA is contingent upon the
submission of postapproval reports required under 21 CFR 814.84 at intervals of 1 year from the
date of approval of the original PMA. Postapproval reports for supplements approved under the
original PMA, if applicable, are to be included in the next and subsequent annual reports for the
original PMA unless specified otherwise in the approval order for the PMA supplement. Two
copies identified as "Annual Report" and bearing the applicable PMA reference number are to be
submitted to the PMA Document Mail Center (HFZ-401), Center for Devices and Radiological
Health, Food and Drug Administration, 9200 Corporate Blvd., Rockville, Maryland 20850. The
postapproval report shall indicate the beginning and ending date of the period covered by the
report and shall include the following information required by 21 CFR 814.84:

1. Identification of changes described in 21 CFR 814.39(a) and changes required to be
reported to FDA under 21 CFR 814.39(b).

2. Bibliography and summary of the following information not previously submitted
as part of the PMA and that is known to or reasonably should be known to the
applicant:

a. unpublished reports of data from any clinical investigations or nonclinical
laboratory studies involving the device or related devices ("related" devices
include devices which are the same or substantially similar to the applicant's
device); and

b. reports in the scientific literature concerning the device.

If, after reviewing the bibliography and summary, FDA concludes that agency review of one or
more of the above reports is required, the applicant shall submit two copies of each identified
report when so notified by FDA.

ADVERSE REACTION AND DEVICE DEFECT REPORTING. As provided by 21 CFR
814.82(a)(9), FDA has determined that in order to provide continued reasonable assurance of the
safety and effectiveness of the device, the applicant shall submit 3 copies of a written report
identified, as applicable, as an "Adverse Reaction Report" or "Device Defect Report" to the PMA
Document Mail Center (HFZ-401), Center for Devices and Radiological Health, Food and Drug
Administration, 9200 Corporate Blvd., Rockville, Maryland 20850 within 10 days after the
applicant receives or has knowledge of information concerning:

I. A mix-up of the device or its labeling with another article.

2. Any adverse reaction, side effect, injury, toxicity, or sensitivity reaction that is
attributable to the device and:

a. has not been addressed by the device's labeling; or

b. has been addressed by the device's labeling but is occurring with unexpected
severity or frequency.
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3. Any significant chemical, physical or other change or deterioration in the device, or any
failure of the device to meet the specifications established in the approved PMA that
could not cause or contribute to death or serious injury but are not correctable by
adjustments or other maintenance procedures described in the approved labeling. The
report shall include a discussion of the applicant's assessment of the change,
deterioration or failure and any proposed or implemented corrective action by the
applicant. When such events are correctable by adjustments or other maintenance
procedures described in the approved labeling, all such events known to the applicant
shall be included in the Annual Report described under "Postapproval Reports' above
unless specified otherwise in the conditions of approval to this PMA. This postapproval
report shall appropriately categorize these events and include the number of reported
and otherwise known instances of each category during the reporting period. Additional
information regarding the events discussed above shall be submitted by the applicant
when determined by FDA to be necessary to provide continued reasonable assurance of
the safety and effectiveness of the device for its intended use.

REPORTING UNDER THE MEDICAL DEVICE REPORTING (MDR) REGULATION.
The Medical Device Reporting (MDR) Regulation became effective on December 13, 1984.
This regulation was replaced by the reporting requirements of the Safe Medical Devices Act of
1990 which became effective July 31, 1996 and requires that all manufacturers and importers of
medical devices, including in vitro diagnostic devices, report to the FDA whenever they receive
or otherwise become aware of information, from any source, that reasonably suggests that a
device marketed by the manufacturer or importer:

I . May have caused or contributed to a death or serious injury; or

2. Has malfunctioned and such device or similar device marketed by the
manufacturer or importer would be likely to cause or contribute to a death or
serious injury if the malfunction were to recur.

The same events subject to reporting under the MDR Regulation may also be subject to the
above "Adverse Reaction and Device Defect Reporting" requirements in the "Conditions of
Approval" for this PMA. FDA has determined that such duplicative reporting is unnecessary.
Whenever an event involving a device is subject to reporting under both the MDR Regulation
and the "Conditions of Approval" for a PMA, the manufacturer shall submit the appropriate
reports required by the MDR Regzulation within the time frames as identified in 21 CFR
803. 10(c) using FDA Form 3500A, i.e., 30 days after becoming aware of a reportable death,
serious injury, or malfunction as described in 21 CFR 803.50 and 21 CFR 803.52 and 5 days
after becoming aware that a reportable MDR event requires remedial action to prevent an
unreasonable risk of substantial harm to the public health. The manufacturer is responsible for
submitting a baseline report on FDA Form 3417 for a device when the device mode! is first
reported under 21 CFR 803.50. This baseline report is to include the PMA reference number.
Any written report and its envelope is to be specifically identified. e.g., "Manufacturer Report,"
"5-[)ay Report," "Baseline Report," etc.
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Any written report is to be submitted to:

Food and Drug Administration
Center for Devices and Radiological Health
Medical Device Reporting
P0 Box 3002
Rockville, Maryland 20847-3002

Copies of the MDR Regulation (FOD # 336& 1336) and FDA publications entitled "An
Overview of the Medical Device Reporting Regulation" (FOD Ii 509) and "Medical Device
Reporting for Manufacturers" (FOD #987) are available on the CDRH WWW Home Page. They
are also available through CDRH's Fact-On-Demand (E-O-D) at 800-899-0381. Written
requests for information can be made by sending a facsimile to CDRI-'s Division of Small
Manufacturers International and Consumer Assistance (DSMLCA) at 301-443-8818.
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